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Introduction

During the ExTAG Paris Meeting, September 2008, it was agreed that more time was required for comment on document ExTAG/136/CD Revision of ExTAG Decision Sheet DS 2004/006 ExTAG Decision Sheets / Procedures for use of components on end products not covered by an ExTR. The following steps were then taken-
· Comment on ExTAG/136/CD was received and circulated as 
ExTAG/159/CC.
· As a result of the comment received, a revised document, 


ExTAG/136A/CD was then prepared, and was circulated for a further 
comment period.

· Comment on ExTAG/136A/CD was received and is contained in 
ExTAG/174/CC
This document, ExTAG/136B/CD Revision of ExTAG/136A/CD – a revision of ExTAG Decision Sheet 
DS 2004/006 - ExTAG Decision Sheets / Procedures for use of components on end products not covered by an ExTR has been prepared taking into account comments contained in ExTAG/174/CC and is issued for approval during the Melbourne ExTAG Meeting.
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Discussion points from TestSafe Australia:

Please find revised Decision sheet, attached as Annex A, relevant to the use of Ex components, not covered by an IEC ExTR and IECEx CoC, in end-product covered by an IEC ExTR. 


Recently, TestSafe has reviewed a number of IEC ExTRs that included references 

to ATEX certified Ex components. However, the IEC ExTRs for the end-products did not contain the test data, material specifications, drawing references, etc, for these Ex components.

The IECEx scheme does not recognise Ex components other than those having an IECEx CoC and IEC ExTR. In the context of the IECEx scheme, an Ex component not having an IECEx CoC cannot be considered as being an Ex component in its own right, it can only be considered as being a component part of an end-product. 

The intent of this DS is to highlight the need to conduct a full evaluation (assessment & testing) of an Ex component, not having an IEC ExTR and IECEx CoC and incorporated into an end-product, as part of the full evaluation of the end-product requiring an IEC ExTR.

TestSafe is of the opinion that only Ex components covered by an IEC ExTR and IECEx CoC can be referenced in an end-product IEC ExTR. However, in cases where an Ex component is only certified to a national or regional Ex conformity assessment Scheme (such as ATEX, ANZEx, CSA/FM/UL Approvals, etc), it can be used in an end-product after full evaluation, which will include the following:

-  full assessment of the Ex component manufacturer’s documentation for compliance with the relevant requirements of the IEC standards applicable to the end-product and suitability for use in the end-product.

- full testing of the Ex component, as part of the end-product testing, to the relevant requirements of the IEC standards applicable to the end-product.

- inclusion of the assessment and test data, and reference to the original test report, for the Ex component in the IEC ExTR for the end-product, where the test data is in compliance with the requirements of OD009/Version 1, Annex A. In this case, some assessments and tests relating to the Ex component may be waived on the basis of the suitability of the test/assessment data used for the national or regional Ex certification.
- inclusion of drawing references and specification data sheets relevant to the Ex component in the IEC ExTR for the end-product.

The above is required because the Ex component contributes to the explosion protection of the end-product and, therefore, must be documented in the end-product IEC ExTR. The Ex component drawings must form part of the end-product schedule drawings, or at least be linked or be traceable in some way to the end-product schedule drawings. In any case, the original tests and assessments performed on the Ex component cannot be used unless they were conducted by an IEC ExTL and performed in accordance with the requirements of OD009/Version 1, Annex A. 
ANNEX A

COLLECTION OF IECEx/ExTAG DECISIONS

	

	Subject:

Procedures for use of components on end products not covered by an ExTR

Status of document: For approval
	Key words:

· procedures

· manufacturers

· components

· 
	Date: 2009 07 23
Originator of 

Proposal: TestSafe




Question:

What procedures should be followed for manufacturers that are seeking an IEC ExTR (and subsequent IECEx CoC) on an end-product that includes Ex components not covered by an IEC ExTR and manufactured by another manufacturer?

	Answer: The guidelines below cover the following two situations:



	Situation
	Description

	1
	Ex components complying with a national or regional Ex conformity assessment Scheme, eg ATEX, with a test report issued by a body that is also an IECEx Test Laboratory (IEC ExTL)



	2
	Ex components complying with a national or regional Ex conformity assessment Scheme, eg ATEX, with a test report issued by a body that is NOT an IECEx Test Laboratory (IEC ExTL)




Guidelines for the issuing of an end-product ExTR

For Situation 1

The IEC ExCB issuing the IEC ExTR for the end-product must not accept the national or regional Ex certification. However, the IEC ExCB may accept the test/assessment data used as a basis for the national or regional Ex certification, providing the test/assessment data meets the requirements of Annex A of OD 009. In this case, the IEC ExCB issuing the IEC ExTR for the end-product must conduct a full evaluation (assessment and testing) of the Ex component, as part of the IEC ExTR of the end-product. However, some assessments and tests relating to the Ex component may be waived on the basis of the suitability of the test/assessment data used for the national or regional Ex certification. As such, the Ex component cannot be used in any other end-product, without full evaluation as part of that end-product.

The IEC ExCB issuing the IEC ExTR for the end-product must obtain a full copy of the original test report and supporting test/assessment data, including drawings, datasheets, instructions, etc, for the Ex component. In addition, the IEC ExCB must verify, through review of this material (and possible re-testing if deemed necessary), that all applicable IECEx construction and performance requirements have been met. The IEC ExCB must ensure that the following have been adequately addressed, with respect to the Ex component, in the documentation submitted by the end-product manufacturer:

 
-The requirements/test methods specified in the standards to which the Ex component was assessed/tested are identical to the requirements/test methods specified in the IEC Standards applicable to the end-product.

-The test/assessment data, as reported, is not ambiguous and specifically relates to the Ex component. 
-All tests were performed as required and in accordance with Annex A of OD 009 (ie any tests carried out by the component manufacturer were performed under the direct supervision of an IEC ExTL).


The IEC ExCB must obtain from the IEC ExTL that conducted the Ex component tests, all test/assessment data used to support the Ex component test report and confirmation that all tests were performed in accordance with IECEx procedures and ExTAG decision sheets. 


Following review of the end-product manufacturer’s submitted documentation, and supporting test/assessment data, by the IEC ExCB, some additional tests/assessments may be required.

The IEC ExTR for the end-product must clearly show how the end product, when fitted with the Ex component, complies with the relevant standards. Therefore, all relevant clauses of the applicable standards must be adequately addressed. Ex component drawings must be included in, or linked to, the end-product schedule drawings.

For Situation 2

The IEC ExCB issuing the IEC ExTR for the end-product must not accept the national or regional Ex certification, or the supporting test report and test/assessment data used as a basis for the national or regional Ex certification. In this case, the testing body who issued these documents has not been subjected to the formal IECEx assessment procedures that embody the well established practise of “Peer Assessment”. Therefore, the IEC ExCB issuing the IEC ExTR for the end-product must conduct a full evaluation (assessment and testing) of the Ex component, as part of the IEC ExTR of the end-product. As such, the Ex component cannot be used in any other end-product, without full evaluation as part of that end-product.

The IEC ExTR for the end-product must clearly show how the end product, when fitted with the Ex component, complies with the relevant standards. Therefore, all relevant clauses of the applicable standards must be adequately addressed. Ex component drawings must be included in, or linked to, the end-product schedule drawings.

In both Situation 1 and Situation 2, above, the Ex component becomes part of the end-product. Therefore, it is not recognised as an Ex component under the IECEx scheme, only a component part of an end-product. As such, the component cannot be used in any other end-product without undergoing full evaluation as part of that end-product.

Guidelines for the issuing of a QAR

For Situations 1 and 2

The IEC ExCB issuing the QAR for the end-product must ensure that the end-product manufacturer treats the Ex component manufacturer as a “critical item” supplier, especially if the component is critical to the Ex protection of the end-product. The following references are with this in mind.

Clause 7.4.1 of IECEx Operational Document, OD 005, refers to the need for the end-product manufacturer to control suppliers with specific requirements beyond those of ISO 9000:2000.

Clause 7.4.3 of OD 005, refers to the verification of components or assemblies supplied to the end-product manufacturer.

Annex A of OD 005 or (Annex B for sintered components), The guidelines of Annex A and/or Annex B also apply to the Ex component manufacturer. The end-product manufacturer must have a documented procedure for checking, on a regular basis (at least annually), that the routine tests and inspections, mentioned in Annex A, for the types of protection are conducted.  Verification by the end-product manufacturer may be by one of the following: 

· The end-product manufacturer evaluating the procedures of the Ex component manufacturer for compliance with OD 005 and then conducting their own on-site assessment to ensure successful implementation of such procedures;

· Where the Ex component manufacturer holds ISO 9001 Certification by a body that is accredited by an IAF Member, the end-product manufacturer evaluates the procedures of the Ex component manufacturer for compliance with OD 005, with the ISO 9000 Certification agency providing a report that confirms implementation of such procedures. 

The IEC ExCB issuing the QAR for the end-product has the responsibility of evaluating the effectiveness of the end-product manufacturer’s method of control over the Ex component manufacturer and, when there is a lack of evidence to demonstrate adequate control, the IEC ExCB has the right to carry out their own assessment of the Ex component manufacturer’s quality procedures. 
-------------------------

Page 2 of 5

